NEPIAHYH TON XAPAKTHPIEZTIKOQN TOY IPOIONTOX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Fentanyl/Sandoz 100 ug vroyA®ootio diokio
Fentanyl/Sandoz 200 ug vroyAd®ootio dickio
Fentanyl/Sandoz 300 ug vroyAd®coto dickio

Fentanyl/Sandoz 400 ui VIOYADGG10 S1oKioL

2. IMOIOTIKH KAI IIOXOTIKH XYNGEXH
Kda0e vroyddooto dickio mepiéyet:

100 pg eovtoviing (o¢ KiTpikn)
200 pg eovTavoAng (g KITpikn)
300 pg eowvtavoAng (®¢ Kitpikn)

400 ii iimvrom’)kii (coi miti')

Mo Tov TApN Katdroyo Tov exdoymv, PAére Tapdypapo 6.1.

3.  ®APMAKOTEXNIKH MOP®H
YroyAdooio diokio

To dwokio Twv 100 pg sivar £va Agvkd oTpoyyvAd diokio dapétpov 6 mm.
To dwokio Twv 200 pg eivor éva Aevkd ofdA diokio dactdoewv 7 X 4,5 mm.
To dwokio Twv 300 pg sivar Eva Aevkd Tpry@vikod 610kio dlaotdoemy 6,2 X 6,2 mm.

To diokio Twv 400 ii givor évo Aevkd d1oKio oe cﬁ' ia 81aiowﬂol') dotdoemv 8,5 X 6,5 mm.

4. KAINIKEX IAHPO®OPIEXZ
4.1 OgpamevTikég gvocicelg

Awyeipion tov mapo&uopikod Tovov og evijAikeg acbeveic Tov akolovBobv Bepameia e omoedn yio
TNV OVTETOTIOT] TOL ¥POVIOV TOVOL OV TPOKAaAEiTaL amd Tov Kapkivo. O mapo&uopukos mévog etvat
L0 TopOOIKT) EMOEIVMOON TOL KATA T AAAC EAEYYXOUEVOL XPOVIOV VITOGTPOHOTIKOD TOVOL.

4.2  Aocoloyio Kor TPOTOS YopNyNoNS

To Fentanyl/Sandoz npénet va. yopnyeitor povo og acbeveic mov kpivovtat 0Tt eugaviCovy avoyn ot
Oepameio pe omogldn Yo Tov cuveyn kapkiviko toévo. O acBeveic kpivovtal Tt £xovv avoyn ot
Oepaneio pe omogdn edv Aopfavovy TovAdyiotov 60 mg amd Tov GTOLNTOS LOPPIVI NUEPTCIMG,
TOVAGYLOTOV 25 HIKPOYPOUUAPLN SLOOEPUIKNG @avTavOANG o€ wplaia Bdor, Tovddyiotov 30 mg
0&VK®OOOVNC NUEPNOIMG, TOLAGYIGTOV 8 Mg aO TOL GTOUATOG XOPNYOVUEVTG LOPOLOPPOVIG
NUEPNGIMS 1 00G0A0YI0 GALOV OTTIOEW0VE 1IGOSVVALTNG AVOAYNTIKNG OPACTIKOTNTAG (100-0VOAYNTIKY
d0om) Yo pio efoopdda 1 TeEPIoGOHTEPO.



Tpomog yopriynong

Ta vroyAdooia diokio Fentanyl/Sandoz mpénet va torobetovvtal katevbeiov kdtw amd T YAOooo
010 o Pabd onueio. Ta vroyhmwoowa diokio Fentanyl/Sandoz dev mpénet va katamivovtal, oAl va
SLAVOVTOL EVIEADC TNV VTTOYADGCGL0 KOIAOTNTO Y0Pig VoL T0, SOYKAOVETE 1} VO, TO TUTIAATE. ZUVIGTATOL
OTOVG 060EVELS VO UNV TpOVE M| TIVOLV TITOTO £MG OTOV TO VITOYADGG10 d1oKi0 droAlvbel evielmc.

Ot acBeveig pe Enpoctopio UTopovV va, TovV vEPO Y10 VO, VYPAVOLY TN GTOUOTIKY BAEVVOYOVO TPV T
My tov Fentanyl/Sandoz.

Aocoloyia

TitAomoinon d0ong

YKomog g TITAomoinong d0omg givat 0 TPocdIoPIGHOG TS PEATIGTN G 0OOTG GLUVTIPNOTG VIO TN
ouveyllOUEVT AVTILETOTION €MEG0dimV Tapoévouikod tovov. H Bédtiom avth doon Oa mtpémet va
TapEYEL EMAPKN OVOAYNGlo LE 0odEKTO EMIMESO AVETIOVUNTOV AVTIOPAGEWDV.

H Bértiot 660m tov Fentanyl/Sandoz xaBopiletor pe avodikn titAomoinon e€atopkevpuéva yio Kabe
acOevn]. AlotiBevtol d1dpopeg 0OGELS Yo ¥pPNON KOTA TN dLdpKeLn TS PAong TitAomoinong doong. H
apykn 66o1 tov Fentanyl/Sandoz mpénetl va givan 100 pg, pe avodikn titAonoinon edv kpivetat
avaykaio, awd T0 E0POS TV SLOECTUMY TEPIEKTIKOTNTOV.

Ot acBeveic Tpémet va Tapakorovbovvial oteva £mg 6tov emttevydei n fédtio doo.

H petdfoon amd GAho mpoidvo mov mepiéyovy gavtavoAin oto Fentanyl/Sandoz dev npénel va
npoyuatonombel pe avaroyia 1:1, e€artiog TV S0QOPETIKOV TPOQIA amoppdpnong. Edv ot acBeveic
petafovv amd KAmolo GALO TPOTOV TOL TEPLEYEL PUVTUVOAT, OTTaLTETOL VED TLITAOTOINGT O0NG UE TO
Fentanyl/Sandoz.

To ax6Aov00 d0GOA0YIKO GYNILO GUVIGTATOL Y10 TNV TITAOTOINGT), AV Kol 6 KAOE TEPIMTMOOT 0 Y1OTPOg
TPEMEL VO AQPAVEL LITOYT TOV TV KAWVIKT avAyKT TOL 060gvn, TNV NAKIK TOV Kot TIG GUVLITAPYOLGES
vOGOLG.

O)ot o1 acBeveic Tpémet va Egkivovv T Bepamneia pe Eva voyAdooto diokio Twv 100 pg. Edv dev
emrevyOel emopxng avarynoio péoa o 15-30 Aemtd petd ) yopnynon evog VIOYADGGLOL d16Kiov,
propel va yopnynOet éva copuminpopatikd (devtepo) vroyAmoacto diokio twv 100 pg. Edav dev
emrevyOel emapkng avaryncio péca og 15-30 Aentd petd v npmtn 660, mpénel va eEetactel 10
EVOEYOUEVO OOENGNS TG 000N G 6TO O10KI0 TG EMOUEVNG VYNAOTEPTG TEPLEKTIKOTNTAS Y10. TO EXOUEVO
ENEIG0010 TaPOoELOUIKOD TOVOL (avaTpéETe GTNV TAPAKAT® EIKOVA).

H apdrwoon g d6ong mpénet va cuveyicel otadiokd £mg 6tov emtevydel emapkng avalynoia pe
avektég avembountes evépyetes. H mepiektikdtnta e 660mG Y10 T0 CLUTANPOUATIKO (3€VTEPO)
VROYADGG10 d1okio g d6celg Twv 400 pkpoypappapiov | vynidtepes Oa mpénet va av&dvetal amod ta
100 ota 200 pukpoypappdpio. Avtd aneikoviCetor oty Tapakdto uwova. Katd tn didpkeia autig
™G @dong Tithomoinong, oev Ba TPEmeL va xopnyouvial TEPIGGOTEPES 0md dVO (2) 60ceLS Yo Kabe
enelc 6010 TapoELGIKOD TOHVOL.



ATAAIKAXIA TITAOIIOIHEHE TOY FENTANYL/SANDOZ

Adon évaping
100 pg

!

Emroyyaveton etapkns avakov Qe amd tov tovo evtog 15-30 Aentov;

! !

Na On

!

AdPete éva devTEPO d1oKi0
(BM. mivoka yio. tov kafopiopd g
TEPLEKTIKOTNTOS TOV JEVTEPOL O1GKIOV)

A4 v

XpNowyomonjoTe aLTHY TN AVENGTE TO TPAOTO OLGKIO 6TV EAONEVY
0661 Y10 TO ETOPEVA ETELGOOLN. VYNAOTEPT TEPLEKTIKOTITA Y10, TO
napououiKov TOVOL EMONEVO EMELGOO10 TUPOEVOUIKOD TOVOV
[TeptekticdtTa (LY) TOL TPMOTOL VIOYADGGIOV ITeplextikdnta (LY) CLUTANPOLOTIKOD
dtokiov avd enelcdd10 TaPoELG Ko TGVOL (3€0TEPOV) VIOYADGG1OV d10KiOL, TO OTO10

Aappdveton 15-30 Aemtd petd to Tpmto diokio,
€pOoov kp1oel avaykaio

100 100
200 100
300 100
400 200
600 200
800 -

Edv emitevyBel emaprng avalyncio oty vynAdtepn d0on, aArA ot avemBOUNTES OVTIOPAGELS
Kpivovtan pn amodektéc, evoéyetat va yopnynbel pio gvdidpeon d6on (Le VTOYADOG10 d10KI0 TV
100 pg, omov kp1Bel avaykaio).

Kotd v tithonoinon, ot acheveig pmopovv va Adfovv odnyieg va ypnoLonoicovy ToALOTAL d1ckio
tov 100 pikpoypappapiov /xar diokia tov 200 pikpoypappopiov yio otoladmote epdmas 6.
Agv mpémel va ypnotponomBovv meptocotepa and técoepa (4) diokia kKibe popd.

H amotelecpatikotta kot 1 aceaieia d6cemv vynrotepwv Tov 800 pg dev £xovv a&loroyndel og
aocfeveic og KMVIKEG pLehETEG.

[Ipokeywévou va eraytotonombel o Kivovvog epeaviong avemfountov avidpdcemv Tov oyetifovtal
L€ OTLOELON KOl VO TPOGOIOPIOTEL 1 KATAAANAN 8601, gival avaykaio ot acOeveig va
TapoKoAovBobVTOL 6TEVE amd emaryyelpatiec vyeiog Katd Tn O1dpKeLd TG d1dKoGing TITAOTOoINoNG.

Kotd v tithonoinon, ot acOeveig o mpénet vo TepEVOVY TOVAGIGTOV 2 MPEG TPV OVTIUETOTIGOVV
KGmolo AL eme160010 mapoéuopukod Tovou e to Fentanyl/Sandoz.



Ocpameia oovinpnong

Mo xabopiotei 1 KOTAAANAN SO0, 1| omole EVOEXETAL VO EIVOL TEPIGGOTEPO, AlTd £va d1oKia, 01
acleveic Tpémel va S1otnprneovy ot TN 6001 KOl VO TEPLOPIGOVV TNV KOTOVIADGT G TEGGEPIS TO
avatepo d6oelg Fentanyl/Sandoz nuepnoimg.

Kotd 10 61t o cuveipnong ot acBeveic Oo mpémet vo, TepYUEVOLY TOVAGYLIGTOV 2 MPEG TPV
AVTIHETOTIGOVV KATOL0 GALO eme160010 mapo&uopkod Tovou e to Fentanyl/Sandoz.

Eravarpooopuoyn doong

Edv 1 avtomoxpion (avaiyncio 1 avemBounteg avtiopacelg) 6Ty TitAomomuévn 66om tov
Fentanyl/Sandoz petopAindei onpoviikd, evdéyetar va. givar avaykoio pio Tpocopuoyn g d6ong,
TPOKELEVOL VO, S1GPUAIoTEL 1] droThpnon ¢ PéATIoTNC dOONC.

Edv eppavietodv mepiocdtepo amd TE6GEPO EMELGOIN TOPOELGUIKOD TOVOV MUEPT|GIMG GE SLOCTNU
UEYOAVTEPO 0Tt TEGTEPIG SLUOOYIKEG NUEPES, TOTE 1 HOOT| OTOEWMY LOKPAC dPAoNMS Yo, TNV
OVOKOV(LGT) TOV GLVEXOLG TTOVOL TTpémel va emaveéetaletal. Edv to omoedn pokpdag dpdong 1 1 66om
TV OM0EBDVY HoKpdg dropkeiog petaPAndei, n d6on tov Fentanyl/Sandoz npénet va enoveletaotei
Kot vo, TitAomomOel ek véov, epdoov KpOel avoyKaio, TPOKEWEVOL VO SICQAMOTEL 1 dloTPNoN TN
BéltioTg dooNc.

Eivar avoykoio oroliadnmote €K VEOL TITAOTOINGN SOGT|G OTOLOVINTOTE AVOAYTTIKOD VO
napokorovbeital amd Evav emayyeipatio vysiog.

Y& mepintmon amovciog ExopKovg EAEYYOL TOL TOVOV, Ba Ttpénel va eetaotel 1 ThavomTa
vepaAynciog, avoyng kot eEEMENG ¢ vokeipevng vocou (BA. mapdypoo 4.4).

Awapreia kot oroyor e Oepameiog

Ipwv amd v évapén g Oeponeiag pe Fentanyl/Sandoz, tpénel va cvupoveitol, oe cuvepyooia pe
tov acBevn, otpotnyikn Bepamneioag mov mepthapPdvel T didpkela TG Bepomeiog Kol TOLG GTOYOVS TNG
Bepameiag, Kabdg Kol oyE010 Y10 TV OAOKAP®GN TG Bepameiag, COUP®VA LE TIC KOTELOVVTNPLES
odnyiec yio ) draxeipion Tov mévov. Katd ) dudpkeia g Oepaneiog, Oa mpémel va vdpyel cuyvi
emapn petald Tov 1Tpod Kol Tov acHeVoDS Yo Vo aEI0A0YEITOL 1] aVAYKN YloL cuvEYIon NG Bepoameiag,
va e€etdletan to evogyopevo dlakon|g g Bepaneiog Kot va tpocapudlovtal ot 00GELS OGOV
arouteitor. EAletyel emapkodg eréyyov tov movov, Ba tpémel va Aappdvetor vedyn 1 mbavomma
vrepaiynciog, avoyng Kot eEEMENG TG vokeipevns vooou (BAéne mapdaypapo 4.4). To
Fentanyl/Sandoz dgv 0o mpémet va ypnoipomoteital yio peyaAdtepo xpovikd didotnpo and 660 givol
omopoitnro.

Awaxorny ¢ Oeporeiog

H Oepancio pe Fentanyl/Sandoz mpénet va doxomTeTon apésms, edv o aclevig dev gppavilel TAéov
emelcdolo Taposuoukov movov. H Bepaneia yio tov eniplovo vmosTpopotikd Tdvo mPEREL Vol
oLVEYICTEL GOUE®VA LLE TN GLVTAYOYPAPNOT).

Ye mepintmon mov anarteiton Sokont| kébe Oepaneiog pe omoedr], o acbevig npémnel va
TOPOKOAOVOEITOL GTEVA OO TOV YLOTPO e GKOTO TNV AToPLYN TNS THAVOTNTAG EKONAMONG dpVidlov
GULVOPOLOL GTEPNONG.

Houdrazpixog ninBoouog
To Fentanyl/Sandoz dev npémet va ypnoiponoteitor oe modd nikiog Katm tomv 18 gtdv, Aoym
A etymg SedopévmV Yo TNV ACPAAELD KOL TNV OTOTEAEGLLOTIKOTN T

Himaiwuévor
H tithomoinomn d6omg mpémel va mpoypatonoleital pe waitepn mpocoyn Kot ot acheveic va
TOPOKOAOVOOHVTOL GTEVE Y10 CUUTTOUOTO TOEIKOTNTOG OTr PovTavOAn (BA. Tapdypago 4.4).

Negppixn xoi nroziki dvoieitovpyio.
Ot acBeveig pe veppikn Kot otk Suvoiettovpyio TpEmel vo Tapakolovfovvtal 6TeVA Yo onpeia



ToEIKOTNTOG OTN PAVTAVOAT KOTA TN d1dpKeLo TS paong TitAomoinong tov Fentanyl/Sandoz (BA.
Topaypopo 4.4).

4.3  Avrevositeag

YrepevaroOnoio 6tn dpacTIK 0VGia 1] 6 KATOL0 0d To EKO0Y0 TOL OVAPEPOVTIUL GTIV TUPAYPUPO
6.1.

AcbBeveic mov dev AapPdvouv Bepameio cuvTPNoNG KE OTLOETN, KaBDS dlatpéyouy ovénuévo Kivouvo
OVOTTVELGTIKNG KOTOUGTOANC.

AVOTVELGTIKY KOTOGTOAY Popldg LOpeNG 1 OTOPPaKTIKEG TVELOVOTTAOEleC Papldg LOPPNG.
AcBeveic mov AapPavovy QopraKeEVTIKE TPOIOVTO TOL TEPLEXOLY 0EVPIKO VATPILO.

Oepameio 0£E0G TOVOL EKTOG TOV TOPOEVGKOD TOVOU.

4.4  E101kéc TPOELOOTON|GELS KOl TPOPVAAEELS KATA T1] P o1

AOY® TV KivdOvev, coprepilapfoavouévng g Bovatneopag EkPacnc, Tov GUVIEOVTAL LE TNV TVYOL0
ékbeom, TV E0QUAUEVT] YPNOT KoL TNV KOTAYPNOT, TPETEL VO GUVIGTATAL 6TOVG 0.60eVEIC Kol 6TOVE
QPOVTIoTEG TOVG va dtatnpovv to Fentanyl/Sandoz ce ac@aAn Kot TPOGTATEVUEVO YDPO, GTOV OTOI0
dev &yovv pdoPacn GALOL, E101KA TO TOUSLA.

E&attiag tov mbavdv coPapdv avemi@Ountov evEPYEIOV OV EVOEYETAL VO TAPOVGLUGTODY KATE TN
Mym omogdobg Oepoameiag, Omwg To Fentanyl/Sandoz, ot aoBeveic kot 01 @POVTIGTEG TOLE TPEMEL VAL
KOTOVON|GOVY TANP®OC TN 6oudatdtnta TG cmotig Ayng tov Fentanyl/Sandoz, kabmg eniong kot T
TPEMEL VO KAVOLV GTNV TEPIMTMGT| OV TOPOVGLUGTOVV CUUTTOUOTO VITEPIOGOAOYING.

Ipw v évapén g Oepaneiog pe to Fentanyl/Sandoz, sivatl onuavtikd va £yl otabepomombei n
Bepameia Tov 0c0evN LE OTIOEWN HOKPAS OPAGTC TOV YPNCUYLOTOLOVVTOL Y10 TOV EAEYXO TOV GLVEYOVG
dvov.

Avoyn Ko dwoTapoyr) ¥pNong omoelddv (katdypnon kot e£gptnon)
Me v gnavolapfovOopevn xopiynon oroeddv, Ormg 1 eavtavOAn, Lropel vo avamtuybel ovoyn
KoL QUGIKT| /Kot Wyoyoroyikn eEdpnon.

H emavaiapPovopevn xpnon tov Fentanyl/Sandoz evdéyeton va odnynoet oe Awatapoyn g Xpnong
Omoeddv (OUD). H vynAdtepn doon kou 1 peyaddtepn didpkeia Oepameiog e omioeldn pmopet va
avénoovv tov kivouvo avartvéng OUD. H katdypnon 1 ekovoia Kakr| yprion tov Fentanyl/Sandoz
EVOEYETOL VO 00MYNGEL G€ LITEPdOGOLOYia /Kot oTov Bdvato. O kivdvuvog ekdnimong OUD eivar
avENUévog Yo acbevelg pe TPoc®MIKO 1] 01KOYEVELNKO 1GTOPIKO (YOVELG 1 adEpPLaL) dtaTapayng
KaTéypnomng oveLdV (TEPIAAUPAVOUEVNS TG SLOTOPOYNG KATAYPTONG OLVOTTVEDLOTOGC), TPEYOVTES
YPNOTES TPOIOVTOV KOTVOL 1| AcBeVEIS [LE TPOSHOTIKO 1GTOPIKO GAA®Y S1ATAPOYDV WYOYIKNG VYELOS
(m.y. peifova karablmtikn drotapayn, Gyyog Kot STapayés TS TPOSHOTIKOTNTOS).

[pw amd v évapén g Bepaneiog pe to Fentanyl/Sandoz kot katd ™ ddpkeia g Bepameiog, ot
oTOY01 TNG Oepameiog Kot 10 oyES10 S10KOMNG TPEMEL VO GUUP®VOVVTOL LE Tov acBevn (BA. Tapdypapo
4.2). Ilpw ko kotd ™ ddpkela g Bepoameiag, o acevig Tpémet exiong Vo EVIUEPDOVETAL GYETIKA LE
TOLG Ktvduvoug ko Ti¢ evoeiEelg OUD. Xg mepintmon epeaviong oavtdv tov evdeicemv Ba mpénet va
oLVIoTATAL GTOVG 0G0EVEIG VO ETIKOV®OVOVVY UE TOV Y1IOTPO TOVG.

O1 acBeveig Bo Tpémer va TapakoiovBovval yio evoei&elg cupmeppopds avalnTnong VOPKOTIKOV
(.. VEEPPOAIKA TPO®PA AUTILOATO GUVTAYOYPAPNONG). AVTO TEPAaUPAvVEL TOV EAeYYO Yo
TOVTOYPOVN YPNON OTIOEWBDV KAl WYLY0dPAGTIKAV Qapuakwv (0nmg Peviodalenives). o acbeveig pe
evoei&elg ko copmtopato OUD, Oa npénel va eEetdletal n ypNon SLUPOLAELTIKNG LE EWOIKO GE
Oéuata eoptioewy.



AVOTVELGTIKT KOTAGTOM)

Onwg pe 6ha To 0OTLOEDN, VTAPYEL O KIVOLVOG ELPAVIONC KAVIKG GTLOVTIKNG OVOTVEVGTIKNG
KOTOGTOANG IOV oYeTICETAL LE TN ¥PNON TOV VTOYADGGSIOV diokimv @avtavoing. [lpénet va dobel
ueydAn mpoocoyn katd v Tithomoinom 66cnc tov Fentanyl/Sandoz e acBeveic pe ypovia
OTOPPOKTIKN TVEVUOVOTTAOELD 1} GALEG TAONGELS TOL TPOSAOETOVVY Y10 OVOTTVEVGTIKY KOTOGTOAN (TT.Y.
pvocévelo gravis), e£ortiog Tov Kivouvou ELPAVIOTG TEPAITEP® OVATVEVGTIKNG KATAGTOANG, 1| 0moia
0o uTopovcE VoL 00N YNOEL GE AVOTVEVGTIKT AVETAPKELQ.

Avénpévn evdokpaviakn mieon

Ta vroyAdooia S1cKio QavTavOANG TPETEL VO, XOpTYOOVTOL LE EEAPETIKN TPOGOYN o€ acbevelg mov
evoéyetan va givar Woitepo evaicHnTol G€ EVOOKPAVIOKEG ETLOPAGELG VIEPKATVING, OTMG AVTODE TOV
&xouv evoei&elg avénuévng evOoKpaVIOKNG TEONS, LELMUEVIC GLVEIBNONG, KOWOTOG 1] EYKEQUMK®OV
oykov. ['a toug acbeveic Tov £x0VV VTTOGTEL TPAVUATICUOVG GTO KEPAAL, 1 KAWVIKY TTopeio VOEYETOL
Vo ETKAAVQOEL e TN ¥PNOT OTOEWDV. XE AVTNV TNV TEPITTOOT), TA. OTLOEION TPETEL VAL YOPTYODVTOL
uovo €dv gival amoAdTmG AvayKaio.

Ynepoiynoio
Onwmg kot pe GAL0 OTIOELDY), GE TEPITTMOT AVETAPKODS EAEYYOL TOL TOVOL TTOL OEV AVTOTOKPIVETUL GE

avénuévn d0coA0Yi0 TV VTTOYADOOIMV SIGKIMV QavTavOANG, Tpénel va, eEetactel 1| TavotnTa,
VIEPOAYNGIOG ETOyOUEVTS atd 0m0EdN. Mmopel val evogikvuTol peimon ¢ 6061 PAIVTAVOANG 7
dwakomn ¢ Oepaneiog pe eavtaviin | emaveEEtacn g aywyne.

Kapdwég mabnoeig

H @awtavodn umopel va mpokarécetl Bpadvkapdio. H eavtavidn Oo mtpénet va ypnouonoteitan pe
Tpocoyn o€ acheveic pe mponyobueveg 1 Tpoimdpyovceg fpadvappudpisc.

Huxiopévoc, kayextucog 1) EacBevnuévog minBuoude

2rotxeio omd PEAETEC EVOOQAEPLUG YOPYNONG TS PAVTUVOANC DTOOEIKVHOLV OTL 01 NAIKIOUEVOL
aoBevelc evOEYETAL VA TOPOVCIACOVY UEIOUEVT) KAOBOPOT), TOPATETOUEVO XPpOVO Nuicelag {ong Kot
HeYOADTEPT evocOnGia 6T OpacTiKn ovGio 6€ GUYKPIoN e TOVS VEOTEPOLG aoBeveis. Ot
NAKIOpPEVOL, Kayektikol 1 eEacBevnuévol acBeveic Tpénet va mapakohovBodvtal TPoGEKTIKE Yo
CUUTTOMOTO TOEIKOTNTOG GTI GOIVTAVOAT Ko, €6V kp1Oel amapaitnto, va peimbel n doon).

Awtopayéc TG NTOTIKNG 1) VEQPIKNG Asttovpyiag

To vToyA®oG10 S10Ki0 PUVTOVOANG TPETEL VAL Y0P YOVVTAL LLE TPOGOYY| G€ aGOeVEIS e NTaTiKi 1)
veppikn duciettovpyia, Kuplog Katd t didpkela g edong tithonoinong. H yprion tov vroyAdooimv
dwokiov eovTavOANg oe acbeveic Le NTATIKN 1] VEPPIKT AVETAPKELD EVOEXETAL VAL QVENGEL TNV
BrodaBectoTnTo TG POVTOVOANG KoL VO LEWDGEL TI CLGTNUOTIKY KEOapoT, mov Oa propovoe va
00NYNOEL GE GLGCMOPEVST Kol AVENUEVES KOl TUPATETAUEVES EMOPACELS OTLOEWDDV.

Yrnooykoipio Kon votaon
[Ipénet va 500l mpocoy katd tn Bepaneia acbevdv e vIOOYKOLLIO Kol VTOTACT).

Xpnon og acfeveig pe minyéc oto otdpa 1 revvoyovitida

To vroyAdooia diokio povTovoing dev £xovv pueketnbel oe acBeveic pe mAnyég oto otOUA M
BAevvoyovitida. Evoéyetotl va vapyet Kivouvog avnpévng custTnUoTKg EKBEoNS 6TO PAPLOKO GE
0VTOVG TOVG 0oDEVEIS KoL, GUVENMG, CLVIGTATOL ENTAEOV TPOGOYN KATA TN O1APKELN TNG TITAOTOINOTG

mg Soong.

Awxom AMyng
Agv mpénet vo vtapyovv a&loonpeimteg emdpacelg Katd tn dtakony| g Oepaneiog e vIoyA®ooia

dokio POVTOVOANG, AALY TOOVA CUUTTOUOTO CTEPTONG EIVAL TO AY)0G, O TPOLOG, 1| EPidpwo, M
oypOTTO, 1) VOLTIO KOl O ELETOC.

ZyenlOpueveg e ToV HIVO S10TAPOYES TNG OVATTVONG
To omioedn Pmopodv va TPoKAAEGOVY GYETILOUEVES [LE TOV VTTVO S10TOPAYES TNG OVOTVONG,
coumeprropPoavopévng g kevepikng vevikng dnvoloag (KYA) kot tng oyxetilopevng pe tov Hmvo




vroapiog. H ypnon omoedmv av&davel tov kivovvo yio KYA pe docog&aptopevo tpomo. Xe
acBeveic mov mapovcidlovv KY A, e£etdiote To evogyOpeVO PeI®ONE TG GUVOAIKNC SOOTG OTLOEWDMOV.

20vdpopo oepotovivng
YVVIGTATOL TPOGOYT| OTAY TO, VTOYAMGGLO SIGKI0 POIVTAVOANG GUYXOPTYOUVTOL [UE QOPLOKEVTIKA
TPOIOVTO TOL EMNPEALOLY TO GEPOTOVIVEPYIKE VEVPOIAPIPUCTIKG GLGTLOTO.

H avémtoén evog duvntikd ametdntikod yio ™ {1 cuvdpouov cepotoviving umopei va couPei pe my
TOVTOYPOVT] YPTON GEPOTOVIVEPYIKMDV PUPLOKEVTIKAOV TPOTOVTOV Omm¢ ol Exlextikol Avactoleig
Eravorpocinync g Zepotoviving (SSRIS) kot o1 AvactoAeic Eravampocinyng Zepotovivng-
Nopemwveppivng (SNRIS), kot pe papuaxevticd tpoidvta wov ennpedalovy To LETAPOMOUO TG
ogpotovivng (cuumepiiapfavopévav Tmv Avactorénv g Movooutvoéeddaong [avactoleic [MAO] 7
MAOISs). Avtd umopei vo couPei oto TAAiGIO TG CLUVIGTOUEVNC dOGTC.

To cvvdpopo cepotovivig umopel va mepthopPaverl petaforéc otn SlovonTikn KaTdoToomn (.Y,
déyepon, yevdalotnoelg, ko), aoTdfel TOV AVTOVOLOL VELPIKOD GLGTHOTOS (TT.),. TaXVKOPSia,
0oTadNG apTNnplaxy Tieon, vrepbepuia), VELPOUVTKEG dlaTapoyES (.Y, VITEPOVTUVOKAUGTIKOTNTA,
EMAELYT] GLVTOVIGHOD, Ak, /KoL YUGTPEVTEPIKA GLUTTOUATA (7). VOUTia, EUETOC, d1dppola).

Y mepintmon vroyiog cuvdpduov cepotovivng, 1 Oepoameio, pe to Fentanyl/Sandoz Oa wpénel va,
dlaonTETAL

Kivéuvog amd v toutdypovn ¥p1on KOTUGTUATIKOV QOPUOKEVTIKGV TPOIOVIMV, OTmG ot
Bevlodualemives 1) oyeTikd QOPUAKEVLTIKG TPOTOVTAL

H tovtdypovn ypnon tov Fentanyl/Sandoz kot KOTAGTAATIKOV QUPUOKEVTIKOV TPOTOVTOVY, OTMG 01
Bev{odialemiveg 1 oeTIKA QOPUOKEVTIKA TPOIOVTOL, LITOPEL VO TPOKAAECEL KATAGTOAY, AVATVEVCTIKN
KOTOGTOAY], KOM Kol Odvato. EEattiag Tmv TpoavapepOUevmy KIvouvay, 1) TALTOXPOVN
CUVTOYOYPAPNON LE OLTE TO, KATAGTUATIKA QUPHOKELTIKA TpoidvTa Ba Tpémetl va, teplopileTon
OTOKAEIOTIKG o€ ae0eveic yio TOVG omolovg dev evoeikvuvTal EVOALAKTIKEG BEPATEVTIKES EMAOYEG.
Edv Inebei andpoon va cuvtayoypaenbei to Fentanyl/Sandoz tavtdypova pe kotaotalTikd
QOPULOKEVTIKA TTPOidVTa, Oa TPEMEL va, ypnopomonel n YoOUNAGTEPN OTOTEAECUATIKY 0OGT KOl 1|
dlapkela g Bepoameiog va givor 660 mo cvuvtoun yivetat. Ot acBeveig Tpémel va mapakolovBovviol
oTeVA Yo oMpEinl KOl GUUTTOUOTO OVOTVEVGTIKNG KAUTAGTOANG KOl KOTOGTOANG. X€ ALuTO TO TANIG1O,
ocuviotdrtat Beppd va evnuepmvovtal ot acBevels Kot ot POVTIGTES TOVG Yo VT To. cuuTTOUATO (BA.
Tapaypapo 4.5).

To Fentanyl/Sandoz mepiéyet vatpio
To @dppaxo avtd mepiéyetl Atydtepo amd 1 mmol vatpiov (23 mg) avd vroyAddooto diokio, etvar
onAadn awtd mov ovopdlovpe «ehevbepo vatpiovy.

45  Alinlremodpdosig pe GAAo QUPUOKEVTIKA TPOIOVTE Ko GAAeg popPEic alinremiopaong

H tavtoypovn xpnomn eappoKeuTik®@Vv Tpoidvimv mov teptéyovy oEuPiko vATplo Kot eavtavOin
avtevoeikvotan (BA. mopdypagpo 4.3). H Bepaneia pe o&upikd vatplo mpénet v, S1oKOTTETOL TPV A0
mv évapén g Bepanciog pe Fentanyl/Sandoz.

H gowrtavoin petaporiletor amd o CYP3A4. Ot dpactikég ovoieg mov avactéAlovy ) dpdon tov
CYP3A4, 6mmg To avTBloTikd Tov aviKovy oTo, Lokpoiidia (7 x. puBpopvkivn), Ol AVTILVKNTIGIKOL
napdyovteg aloAng (m.y. ketokovaloin, 1tpakovaloAn) 1 CUYKEKPLLEVOL OVOGTOAEL TPOTEQCHV (TT.Y.
prtovoPipn) evoéyetat va avnoovv ) PlodtafecttdTnTo TS POVTOVOANG, LELDVOVTOG TN
CLGTNUATIKY TNG KAOaPON, EVOEYOLEVMSG EVIGYDOVTOG 1) TAPATEIVOVTOS TN dPACT) TV OTOEWDV. O
YOOGS YKpEWmPPOLT givor emiong Yvewoto 0t avactédlel o CYP3A4. H cuyyopnynon pe mopdyovteg
7ov endyovv T dpdon Tov CYP3A4, 6mmg o avTukofokTnplaKd (.. PLPOUTivi, pLeauTovTivn),
T OVTIETNTTIKG (.. KopPopalenivny, eavutoivn kot pavoBapPitdin), ta utikd tpoiovta (m.y. St
John’s wort (Hypericum perforatum)), umopei va HEIOGEL TV ATOTEAEGUATIKOTITOL TG QUVTAUVOANG.
O enaywyeic tov CYP3A4 ackovv ypovoesopTtdpevn enidpacT Kol Umopel va ypelactodv
TOVAGYLoTOV 2 £BOOUAOEG Vi Vo, emiTeVyOel N LEYIOTN EMIOPAIOT] LETA TNV EVOPEN TNS YOPTYNONG.



Avtifeta, og dtakonn| tng xopnynongs, n enoywyn tov CYP3A4 umopel va ypelactel TovAdyiotov 2
gfdopadeg yuo va e&acbevioet. Ot aoBeveic mov Aapfdvouy eavTavOAn Kot SI0KOTTOLV 1 LEDMVOVV TN
d0on tov enaymyéwv Tov CYP3A4 propei va datpéEovv kivovvo avénuévng dpactikdtnTog g
QAVTOVOANG 1 TOEIKOTNTOG. ZUVETMG, 1 PUIVTOVOATN TPETEL VAL XOPTYELTOL LE TPOCOYN GTOVG 0ebeVElg,
€AV yopMyEiTOL 0E GUVILAGHO LE AVOCTOAELG 1/Kal emaywyeig Tov CYP3A4.

H ovyyopnynon pe dAra katactadtikd tov KN (Kkevipikod VELPIKOD GLUGTHLOTOG), OTT®S GAAA,
TOPAYOYO LOPOIVIG (AVOAYNTIKA KO AVTIPNYIKA), YEVIKA ovolsOnTiKd, YKOUTOTEVTIVOELN
(YKOUTOTTEVTIVI] KO TPEYKAUTOALVY), CKEAETOUVOYOAUPMOTIKA, PEUIGTIKA OVTIKATUOMTTIKA,
kataotaAtikd H1 avtuoctopvikd, Bapfrrovpikd, ayyorvtikd (w.y. Beviodialenives), vivmtikd,
AVTIYLYOTIKA, KAOVISTVT KOl GYETIKEG OVGIEG EVOEYETOL VO TPOKOAEGOLV OOENGCT) TOV KATASTUATIKOV
dpdoewv tov KN, avénpévo kivouvo KoTaeToANG, OVATVEVGTIKH KOTUGTOAN, VITOTOOT), KOO KOl
0avato, AOym g afpoloTikig KoTooTaATIKNG Opdong oto KNX. H 860m kot 1 didpketo tng
ocvyyopnynong Oa wpénetl va givar meplopiopéveg (PA. mopdypapo 4.4).

To oAkoOA evTeivel ToL KOTOOTUATIKG OTOTEAEGLOTO TOV AVOAYNTIKOV e Bdomn T popeivn kat,
GUVETMG, 0€ GLVIGTATOL 1] GLYYOPNYNOT GAKOOAOVYMV TOTMV 1) PUPUAKEVTIKMY TPOIOVIMY TOV
neptEyovv aAkool ue o Fentanyl/Sandoz.

Ag cuviotdron 1 yopriynon tov Fentanyl/Sandoz ce acBeveic mov éxovv AGPel avaoToAEic TG
povooutvooéelddong (MAO) evtog 14 nuepav, kabdg cofapn Kot ampoPAERT EVIGLLON OO TOVG
avaotoleic Tng MAO &yl avapepOel pe omioe1dn avorlynNTIKa.

A€ GUVIGTATOL 1] TOVTOYPOVN YOPNYNOT| AYDOVIGTOV/AVTIOYOVIGTMOV OTIOEWMY UEPIKNG dpdong (1T.y.
Bovmpevoppivn, varfoveivn, tevialooivn). Ilapovotdlovy vymAn cuYYEVELD LUE TOVC GYETIKA YOUNANG
€VO0YEVOLG dpaoTNPLOTNTAG VTTOJOYEIS OTLOEW DV Kal, ETOUEVWOS, avVTOy®VILOVTAL LEPIKAOC TNV
OVOAYNTIKT OpEoT TNS POVTOVOANC, KATL TO 0010 UTOPEL VO TPOKAAEGEL GUUTTMOLOTA GTEPTONG O
aoBevelc e€aptnUévoug amd To OMmLOELd).

2EPOTOVIVEPYIKA QAPLLOKOL

H ovuyyopiynomn g @ovtavoAng Le £V GEPOTOVIVEPYIKO TaPAyovVTa, OTmG £vag ExAexTikdg
Avoaotoréag Emavampooinyng g Xepotovivng (SSRI) 1 évag Avactoréag Enavampdoinyng
Yepotovivns-Nopeniveppiving (SNRI) 1 évag Avaotoréag g Movooputvoéelddong (avactoréag MAO
1 MAOI), pumopei va avENGEL ToV Kivouvo GUVOPOLLOL GEPOTOVIVIG, L0 KATAGTOOT] SUVNTIKA

e Tk yuo ) Con.

4.6 Tovipétnro, KOO KOL YoLOOYIO

Konon
H acodieia g @avtaviing katd ) ddpkewa g Konong dev &xetl tekunplodel. H pawvtavoin
TPEMEL vaL yopnyeitan Katd t SdpKeLn TG EYKLUOGUVNG ovo Otav Kplel amoAdTmg amapaitnTo.

H poxponpoBeoun Bepoameia katd ) d1dpKea TG EYKLHOGVVNG EVOEXETOL VO TTPOKOAECEL
CUUTTMOUOTO GTEPNGNS TOL POAPUAKOV GTO VEOYVO.

H poawvtavioln dev mpémet va yopryeital KoTd T SLIPKELR TOL TOKETOD KOl TNG YEVVOG
(ocvumepriapfovopévng g Kolsapikng TOpNS), Kabmg 1 @atvtavOAn SOmEPVE TOV TAAKOVVTO. KOl
EVOEYETOL VO TPOKOAEGEL OVOTTVEVOTIKT KOTAGTOAT GTO EUPPVO 1 6TO VEOYVO.

OnAaouoc
H poawvtavoln amekkpivetal 6to Untpikd yéAa Kol eVOEYETOL VO TPOKOAEGEL KOTOGTOAT KO

OVOTVELGTIKT KOTOOTOAY oTo OnAalov Bpépoc. H pawvtavoin dev mpémel va ypnoyLonoleital anod
Onralovoeg yovaikeg kat o Oniacpdg dev mpémet va Eavapyiletl £og 6Tov TapéABovv 5 Tovddyicotov
NUEPEG ATO TNV TEAELTALO YOPTYNOT POIVTOVOANG.

Tovipdémra
Mehéteg oe Lma £xovv Ogi&el TOEIKOTNTA GTIV OVOTOPOY®YIKN TKOVOTTO LLE SL0TOPOYHEVT]



yovipdtnta o€ apovpaiovg (BA. mapdypapo 5.3). O mbavdg kivdvuvog otovg avBpmmovg givar
Ayv®oTOC,

4.7 Emdpacelg 6Ty tKavOoTTO 001YN61)S KO EPIGHOV PNYUvVHET®OY

Agv &yovv Tpaypotonon el LEAETEG OYETIKG e TNV EMIOPACT] TOV VTOYADCCI®V SLoKIMY
Fentanyl/Sandoz otnv tavotta 06Mynong Kot XEPIopod unyovnudtoy.

Q61600, TO OTLOEDN AVOAYNTIKG VAL YVOGTO OTL EVOEYETAL VOL EMNPEACOLY TIV TVEVUOTIKN 1)
OCOUOTIKT IKOVOTNTO EKTEAEOT|G TOUVMG ETIKIVOLVOV EPYACIOV, OTTMOG 1) 0ONYNON | O XEPIGHUOG
unyovnuéataov. [pénel va cuvietdtal 6tovg acheveic va unv 0dnyodv 1 va xeipilovton unyoviuota,
eav viobouvv {ardda, vrvniio 1 Tapovoidcovy BoAn dpacn 1 dSumhmmio KaTd TN ARy TOL
Fentanyl/Sandoz.

4.8  AvemOovunteg evépysieg

O1 tumikég avemBOunTeg EVEPYELES TOV OMIOEWBMV gival avauevoueveg pe to Fentanyl/Sandoz. Teivovv
Vo LELOVOVTOL GE EvTaon Ue TN cvveyn xp1on. Ot o coPoapéc mhavég avembiunteg avtidpaoelg Tov
oyetiCovtal (e T XPNOT OTLOEWMY EIVAL 1 AVATVELGTIKY KOTOGTOAT (1 ooia Oo uwopovoe va

00N YNOEL GE QVOTVEVGTIKN OVOKOTN ), 1) VITOTAOT| Kol 1 KotamAn&ia.

Ot KMVIKEG OOKIUEC TOV DTOYADGGL®MV JGKIMV QOIVTOVOANG GYEOAGTIKAY Y10l VO, 0ELOAOYHGOLY TNV
OCQAAELN KOL TNV OTOTEAEGLLATIKOTITO OTNV AVTIUETOTION 000EVAOV pe TapoEVo KO KAPKIVIKO TOVO.
O)ot ot acBeveic Adpupovay cuyYpPOVMG OTLOELDT, OTIMG LOPPTVY] EAEYYOUEVIC OTOSECUEVOTG,
0EVKMOOVT EAEYYOUEVIG QTTOOEGUEVONC, ) OLAOEPLIKT QALVTAVOAN, VIO TOV GUVEYT TOVO TOVG.
Emnopévag dev etvar duvotd va d1oywplotohv cap®g oL ETOPAGELS LOVO T®V VTOYADCCI®V O10KI®mV
QOIVTOVOATG.

O1 10 oVYVE TOPATNPOVUEVES OVETIODUNTEG EVEPYELES LLE TO VTTOYADGGLO S1GKIO POVTAVOANG
TEPMALUPAVOLY TUTTIKES OVETIOVUNTEG EVEPYELEG TOV OMOEWDDV, OTMG VOLTIH, OVGKOIALOTNTO, VITVNAICL
KoL KeQaAalyio.

2vvontikog [livakag AvemBountov Evepyeidv pe 1o vmoyhdoota diokio @owvtaviing ko dila
(QOPUOKEVTIKE TPOTOVTA TOL TEPLEYOVYV PUIVTAVOAN

Ot axdhovBeg avemBOuNTES EVEPYELES EYOVLV avapepPBel e T VTOYADGG10 S16KI0 QOIVTOVOANG Ka/1)
GALO. QUPUOKEVTIKA TTPOIGVTA TOV TEPLEYOVY PUIVTAVUAL KOTA TN SIPKELD KAVIKAOV LEAETOV KO
v eumelpio petd v Kuklopopia Tov Tpoidvioc. Avaypapovtal akorovBws Bacel Katnyoplog
0PYOVIKOD GUGTNLLOTOG KOl GLYVOTNTAS ERPAVIoNS (TOAD cuyvég >1/10, cuyvég >1/100 émg <1/10, oy
ouyvég >1/1.000 émg <1/100, un yvootés (dev pmopolv va ektiundodv pe Baon ta dwbéotpa
dedopéva)). Ze kbe opdada GuyvOTNTAG ELPAVIONGS, Ol AVETIBVUNTES EVEPYELES TAPOLGIALOVTAL LIE
eBivovca celpd coPapdtnTog.

Koatyopia/opya- Avem@oun Evépyera katd Xoyvétnta
VIKO OGN0,
oA ovyvés | Tuyvég Oy ovyvég Mn yvootig
>1/10 >1/100 £¢mg >1/1.000 £og <1/100 | ovyvoTnTOg
<1/10 (0&v pmopovv va
ekt 0ovv pe
Béon ta
owBéopa
ogoouéva)
Awtapayés Tov YnepevaicOnoia
IVOGOTON|TIKOV
GUGTILOTOS
Metaforkég Ko Avopetia
OaTPOPIKES Meiopévn 6peén
owarapayég




Yoyotpikég Kotabiym YevdaicOnon
owtapayés [Hapdvora DopULOKEVTIKN
Zuyyutikn Kotdotoon |e&aptnon
AmonpocavotolMopog |(e0iopog)**
AlMayéc ot vontikn | Katdypnon
KOTAGTOON PAPLAKOD
Ayyog Hopainpnua
Evpopia
Avceopia
ZuvoioOnuatikn
actdOelo
Awtapoyn oty
TPOCOYN
Admvia
Awtapayéc Tov 76 Apvnoia Zracpol
VELPIKOD Kepoloalyia IMopocuia Xouno erninedo
GUGTILOTOG Y7rvniia Avoyevcia cuveidnong
Tpduog Andleln
AnBapyog GUVEIOTONG
YroeOnoio
Awotapoyn Hvov
Awtapayéc Tov ®oAn 6paon
000aipov
Kapowkég Tayvkapdio
owoTapayés Bpadvkapdia
Ayyerokég Yrotoon
owTapuyés
AVOTTVEVGTIKES, Avonvola ZTOLOTOPAPLYYIKO AvamvevoTikn
0mpaxikég ahyog KOTOGTOAN
OLuTOPUYES KOL 2uoptykTikd aicnua
owTapayés Aopov
neGo0mpuKiov
Tootpevrepikés  |Novtia Xtopatitidn E&éhcmon tov Awykopévn
owarapayég 'Epetog GTOHOTOG YAOGGO
Avoxomdmra  |EEEAkmon oviwv Aldppota
Enpoctopia E&éhkcmon yethéwv
Awtopaypévn kévoon
TOL GTOULYOL
Kot\axd diyog
Avomeyio
Avopopia Tov
GTOUAY OV
AwTopoyn g
YA®GGOG
ApHddnc otopatitidn
Awtapayés Tov Yneppooia Agppaticn Aapn Kvidwon
0éppoTog Kol Tov EEavOmpa
V066pLov 1670V Alhepykdg Kvnopog
Kvnopog
Nvoktepvég epldpmaoelg
Avénuévn téon yo
UOADTIGUO
Awtapayés Tov ApBpadyia
HVOGKEAETIKOV MuvooKkeleTIKN
GUGTI|LOTOG KOl dvokapyio
TOV GUVOETIKOV Avoxapyio apBpmong
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Awtapayés Tov Ytutikn dSvoettovpyia

AVOTOPAYOYIKOV

GVLOTNOTOG KoL

TOV PO.GTOV

Ievikég Koénwon Xovopopo otépnong  |Epvbpiaon kot

oL TOPaYES KO QOPLAKOL™ ‘E€aym

KOTOOTACELS 6TT) E&acbévion [eprpepixd oidnpa

0£om yopfynong Koakovyia IMvpetia
2HvOpouo GTéPNoNg
TV VEOYVAOV
Avoyn oto
QapuaKo™**

Kokdoeig, Toyaio vrepdocoroyia, |[Ttdon

onAnTnpudcelg

KOl EMTAOKES

0£pamEVTIK®OV

AELPLGPUAY

*  pe ) SoPAeVVOYOVIKT GAIVTAVOAT TAPUTHPTONKOY GCUUTTOUOTO OTEPTONG OO T S10KOTTN AqWNG
OTOEW MV OT®G voTia, EUETOC, d1appola, Gyyxos, piyn, TPOLOG Kot Epidpmaon
**  BA. [leptypoen enideypévov avemBountmv evepyeidv

Ieprypa@n eEMAEYUEVOV OVETIOOUNTOV EVEPYEIDV

Avoyn
Ye mepintmon emavoropuPavopevng ypMnong urnopel va avamtuydel avoyn.

E&éptmon amod to dppako

H gnavolapfavouevn yprion tov Fentanyl/Sandoz propsi vo odnyfoet o e€dptnon amd 10 papuroKo,
akoun Ko o€ BepamevtiKéc 06cels. O kivouvog e£aptnong omd 10 PAPUOKO UTOPEL VO TOIKIAAEL
OVAAOYOL LLE TOLG TOPAYOVTEG KIVOUVOL, T1 d0c0oA0Yio Kot T dldpKeLn TG Oepameiag e OTogldn TOv
ekaotote as0evoig (BA. mapdypapo 4.4).

Ava@opd mBavoroyoduevay avemfountov eVepyEIndV

H avagopd mboavoroyovpevmv avemBountov evepyeidv Petd amd tn xopnynor adeag KukAopopiog
TOL POPUOKEVTIKOD TPOIOVTOG eivarl onpavtikn. Emtpénet  cvveyn mapakolovdnon g oxéong
0(PEAOVG-KIVOVVOL TOV QUPLOKEVLTIKOD TPOiOVTOG. Zteital amd Toug emaryyelpatieg vyeiog va
avapépovy onolecdnmote Thavoloyovpeveg avemBountes evépyelec HECH TOV €BVIKOD GLGTNLOTOSG
avapopdc:

EBvikdg Opyaviopog Gappakmv

Mecoyeimv 284

GR-15562 Xolapyog, ABnva

TnA: 213 2040337

Iototonog: http://www.eof.gr, http://www.Kitrinikarta.gr

49 Ymnepoocolroyia

YUUTTOLLOTO KOl ONUELD

To countdpate VIEPSOGOAOYING POVTOVOANG OTOTEAOVY EMEKTACT] TG POPLOKOAOYIKNG TNG Opdomg,
LE 1o coPapt] avemBOUNTI EVEPYELD TNV OVOTTVELGTIKY KOTAGTOAT, 1 OO0l EVOEYETAL VO TPOKOUAECEL
OVOTTVEVGTIKT] OVOKOTN. X€ TEPIMTMGT VIEPOOGOAOYING PAVTAVOANG EYOVV TOpATN PN OEl TEPIMTOCELS
avanvor|g Cheyne-Stokes, 1Wdwitepa oe aobevelg pe 1otopkd kapdioxng avendpreloc. Etvon emiong
YV®OGTO OTL Uimopel va emEADeL kodpo. Me vepdocoroyia pavtaviAng €xel emiong mapatnpnel to&kn
Agvkogykepaiondadeio

Avtipetonion
H dpeon avtipetdnion g vrepdocoroyiag pe omogldn teptiapupdavel apaipeon kdbe vodeippotog
vroyAmoctov diokiov Fentanyl/Sandoz amd to 6to0, COUOTIKY Kol AEKTIKY d1€yEPGN TOV achevT] Kot
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a&loroynon tov emmédov cuveidnong. [pémel va dnpuiovpynocete Kot vo S1TNPHCETE OVOIKTO
aepaymyd. Eav kpBei avaykaio, mpémnel va gicaybei £vog GTOUATOPAPLYYIKOC COAVIG 1 KOOETPOC
dtowAnvoong tpoyeiog, vo xopnynoel o&uyovo kot va EEKIVIGEL UNYOVIKOS 0EPIOUOS, OVAAOYQ LLE
mvrepintoon. [Ipénet va dratnpndei n cwot Beppokpacio COUNTOG KOl 1] TAPEVIEPTIKT TPOSATIYN
VYPGOV.

IMa ™ Bepaneio ¢ TVYaiog VTEPdOGOAOYiNG o€ 0GOEeVEIC TOV dEV EYOVV EQVOYPNCUYLOTOLGEL
OTL0EIdN, TTPEMEL VO, Yopnyeital VaAoEOVN 1 KATO10¢ GAAOG AVINY®OVIGTAC TOV OTLOEW®DV, OTMG
evoeikvuTal KAVIKG Ko cvppava, pe v Hepiinyn Xapaxtmpiotikav [Ipoidvtog. Evoéyetat va givan
avaykaio 1 eravoAauBavOUEVT] YOPNYNOT AVTAYOVIGTOV TOV OTIOEW®OV, edv Topatadel 1 d1dpKeln
NG OVOTVEVGTIKNG KOTOGTOANG.

[pénet va d0bei peydin mpocsoyn katd tn yopnynon varo&ovng 1 GAAOY aVTUY®VIGTOV TV
OTLOEMV Y10, TNV OVTILETMTIOT TG LIEPSOGOL0YinG 6€ acbeveic mTov vofdrlovTol o Oepameia pe
omog1dn, e&ortiog Tov KivdHvov epedvions 0£€og cuVOPOUOL aTOGVPGTC.

Edv mopovciaotel cofopn | cuveyng vadtaom, tpénel va eEETAETAL TO EVOEYOUEVO VTTOYKOIUING KO 1|
KOTAGTAOT TPETEL VO OAVTILETOTIOTEL L KATAAANAT Oepameio TapevIEPIKNG TPOCANYNG LYPOV.

‘Exet avapepOei poikn oxopyio wov topeumodilel v avomvon KoTd T AW eovTtavOANg Kot GAA®DY
OTLOEWMV. X€ OVTNV TNV TEPITTOGCT, EVOEYETAL VO YPENCTEL SICOANV®GN TPayEing, virofondovuevoc
0ePIGUAC KoL YOPTYNOT CVTAYOVIGTOV T®V OTLOEW0OV, KoO®MS ETioNC Kol LOOYOAUPOTIKOV.

5. DOAPMAKOAOTI'IKEY IAIOTHTEX
51 @appokodvvopKEg 1010TNTES

doapuakobepamevtiKng katnyopio: Avaiyntikd, Omoedn], [Tapdywya eoatvviomimeptdivig.
Kmowdc ATC: NO2ABO3

Mnyoviopog dpdong kot Popprokoduvatkés EmOPAcELS

H pawvtavoln givor éva 1oyvpd p-omoedés avaiyntikod pe tayeia Evapén avoiynTikig dpaong Ko
pukpt| owapketa dpdons. H pavtovoin eivar mepinov katd 100 popég ioyvpdtepn amd ) Lopeivi o¢
avaAyntiko. Ot devtepedonces emOPAGELS TG GAvTavOANG 610 KN, 6TV avamvevusTik Kot
YOGTPEVTEPLKN AELTOVPYIN EIVOL TUTKEG TV OTOEW DV AVOAYNTIKAOV Kol BE®PoVVTOL TUTKES Yo TNV
Katnyopio. Avtég pnopet va mepthapBévouy ovamveLoTIKT KATAGTOAN, Ppadvkapdia, vrobeppia,
SVoKOMLOTNTA, OGN (CLGTOAN TG KOPNG TOL 0PBALOY), copaTikn eEGpTnomn Kot evpopio.

To avodlynTikd amoteAéopata TG QOVTOVOANG oYeTI{oVTal LLE TO EMIMESO TNG OPACTIKNG OVGING GTO
aipo. Xe acBeveic mov dev EQovv EAvaypMCULOTOUGEL OTLOEWN, Ol EAAYIOTES GUYKEVIPADGELS GTOV 0pO
™G PALVTOVOANG Y10 ATOTEAEGUOTIKY] avolynoio kopaivovtot omd 0,3-1,2 ng/ml, evd enimeda tng
1a&nc tov 10-20 ng/ml 610 aipa dnpovpyodv xepovpyikni avaisOncio Kot fabid avamvevoTikn
KOTOGTOA).

KAwvikn amoteAec LaTikOTNTO KOl 0GOAAELQL

Y& aoBeveig pe xpovio Kapkiviko TOVo, ot onoiot Aappdvouy atabepég dOGEIG GLVTIPNOTG OTLOEW DV,
TopOTNPNONKE GTATIOTIKA CMUAVTIKY d10popd ot PeATioon g EvTaong Tov TOVOL LE Ta
VROYADGG10 S16KI0 PUIVTOVOANG OE GUYKPLOT LE TO EIKOVIKO Pappako 10 Aemtd petd ) yopnynon
(BAeme oyfua 1 wo KAtw), e ONUAVTIKA HKpOTEPT avayKatotnta Bepaneing didowong e
OVOAYTTIKA.
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Zynuo 1 _Méon diapopd. évraonc movov aro iy évapln e Ospancioc (2SE) twv vroylwooiwy dickiwy
QOIVTOVOANS CUYKPITIKG, UE TO EIKOVIKO QOpuoxo (ustpovuevy ue v kiipaxo Likert 0-10)

- P=0.0004

P=0.0011

— <= Placebp =il YTOyAOCOIL SUEKID QOVTOVIEATE

Méon dwagpopd Evraeng Ilovou

0 10 20 30 40 50 60

Xpovoc (min)

H ao@dieio kot amoTeELeGUATIKOTNTO TOV VTOYADCOI®V S1oKinv QavtaviAng &yl aloroynOel o
acOeveic mov AapuPdvouy To EapuaKo Katd v Evapén evog enelcodiov mopofuoukod Tovov. Agv €xet
dtepevvnBel oe KMVIKEG LEAETEC M TPOANTITIKT XPTION TOV VTOYADGGLOV SIOKIMV QAVTUVOANG Yio
OVOUEVOLEVO EMELCOO10 TTOVOU.

H @awvtovoln, énwg kot 6AoL 01 Ay®VICTEC VTOSOYEMV TOV L-OTLOEW DV, TPOKOAEL H0C0EEQPTMLEVN
OVOTTVELOTIKY KataoToArn. O kivduvog givar peyardtepog oe acbeveic mov dev Eyovv
E0VOYPNGLLLOTOMOEL OTTLOEWN ald OTL 6TOVG 0oBeveic Tov eppavifovy eEalpeTikd Evtovovg TGVous 1
7ov voPdArovTol o€ Ypovia Bepaneio pe omoedn. H poakpompdOecun Beponeia e omiogdn cuvinbmg
TPoKoAel TNV avATTLEN OVOYNG OTIC dEVTEPEVOVCES EMOPATELC.

Ev® yevikd ta omogdn avEdvouy tov Tdvo Tov Aeiov Luog TG ovpopopov 0dov, 1o Kabapo
amotélecpa teivel vo LETAPAAAETAL: GE OPIGUEVES TEPIMTAGELS TPOKAAEL EMITAKTIKY OVAYKY Y10l
ovpNoN, EVO 68 AAAES SOVGKOAID GtV oLPNOT).

Ta omogdn aw&avovy Tov TOVO Kot PLEWMVOLV TNV TPO®ONTIKY GLGTUATIKOTTA TOV Ael®V HLOV TOV
YOGTPEVTEPIKOY GUGTNLATOC, LLE OTOTEAEGLLO TOV TOPATETAUEVO YPOVO YOOTPEVTEPIKNG OLEAEVOTG, 1|
omoia evoéyeton va glvar vevHLVN Yo T SLGKOMATITO TOL TPOKOAEITOL ALTTO TN PALVTAVOAN.

To omioedn evoéyetar va ETNPeAcovY ToV AE0VA VITOHAAGLOV-VTOPLONG-EMVEPPLSIMY 1) TOV dEova
vroBoddpov-vrToeLong-yovadwy. Opiopéveg Letaforég Tov pmopodv va Tapatnpndodv
weptlapfavovy avénon g TpolaKkTivng 6Tov 0po Kal HeloT TG KOPTILOANG KOl TG TECTOGTEPOVNG
070 TAGoUO. ATO AVTEG TIG OPUOVIKES LETOPOAEG pmopel va ekdNAwBobV KAvikd onpeia kot
GUUTTOLOTOL.

5.2  @appokoKvTIKES 1OLOTITES

H poawvtavoln givon o e€onpeticd Mmo@iAn dpactiki ovcia tayeiog amoppoenong LEGM TV
GTOUOTIKOD PAEVVOYOVOL KOl TTLO aPpYG LEG® TNG YOOTPEVTEPIKNG 000V. H amd Tov otdpatog
YOPTYOULEVT POIVTOVOAT] DTOKELTOL GE EKTETOUEVES EMOPAGELS NTOUTIKOD KOl YUGTPEVIEPIKOD

petafoAicopod TpmTng S1060v.

Amoppodonon
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To Fentanyl/Sandoz diatifetol 6 QOPUOKOTEXVIKY LOPPT] VTOYADOG10V d1oKiov Tayeiog dihvong.
Tayeio amoppo@No” TG PAVTAVOANG AapPavel ydpa 6T ddpkeln TV Tepimov ntpmtv 30 Aerttdv
uetd ™ yoprynon tov Fentanyl/Sandoz. H aroivt Prodiabecipdtnta tov Fentanyl/Sandoz £yet
voloyiotel 0Tt givarl 54 %. Ot péoeg PHEYIOTEG GLYKEVIPAOGELS TG QPUIVTOVOANG GTO TAUC LA
Kopaivovron amd 0,2-1,3 ng/ml (petd ™ yoprynon 100-800 ug Fentanyl/Sandoz) ko emtvyydvovtot
evtog 22,5-240 Aemtdv.

Kotavoun

[epimov o 80-85% NG QovtavOAng decpedeTol Amd TPOTEIVEG TOV TAACLLATOG, KVpig TNV al-
YAVKOTP@TEIVY KOl 6€ PKpOTEPO Pabud v adfovpivn kat tn Amonpmteivn. O 6yKOg KOTOVOUNG TNG
eowtavOAng og otabeporomuévn Kotdotaon ivor mepimov 3-6 I/kg.

Buopetaoynuoatiopog

H @oawvtavodn petaporiletal koping péow tov CYP3A4 g 61400povg QupoKOLOYIKE aVEVEPYOVG
petapoAriteg, copmep o UPovorivng TG VOpQavTavoAng. Méoa og 72 dpeg omd tnv evoopALPLo
YOPMYNGN QOVTOVOANG, TTEPimOL TO 75% Tng dO0oMG eKKpiveTaL GTOL 0VPO, KUPIMG ¢ UETABOAITEG, Ue
Myotepo and 10 10% ¢ avarloint dpactiky ovaia. [epimov to 9% g 660N amofdrieTar pe Ta.
Kkémpava, Koping og petafolritec.

Amofoin
H cvvolikn k@Bapon mhdoporog g eawvtovoing eivon mepinov 0,5 I/h/kg.

Mertd ) xopnynom tov Fentanyl/Sandoz, o ypovog nuiceiog {omg amofoAng e eavtaviing eivot
nepimov 7 dpeg (kopaiveton omd 3-12,5 dpeg) kot 1 teAkog ypodvog nuicelag Long elval mepimov 20
opeg (kopaiveror amd 11,5-25 dpeg).

CpapikdnTe/pn ypoppkdmmo

H gopuaxokivntiki Tov Fentanyl/Sandoz éyel amodetytel 611 gival 60600volOYIKH 6TO S060A0YIKO
gbpog Twv 100-800 pg. OoapprokoKivnTikeg LeATeg KatédelEay Tt moAlamAd diokia etvae
Broicodvvapa pe pova diokia g 1oodHvaung d6donc.

Neoppwr/Hratikr dvciertovpyio

O1 drotapoy€g TS NIOTIKNAG 1 VEQPIKNG AELTovpYing Bo Lropodoay vo TPOKOAEGOLY AVENCT OTIC
GLYKEVTPMGELG 0poV. Ot NAMKIOLEVOL, 01 KaYeKTIKOTL 1 o1 Yevika eEovBevmpévol aoBeveic evdéyetat val
&yovv yapnAdtepn kdOapon eovtavOANg, 1| onoia o pTopovcE va TPOKAAEGEL LEYAADTEPO TEAMKO
xpOVo Nuioewag Cong yo v ovaia (PA. Topaypdeovg 4.2 kat 4.4).

5.3 IIpoxkivika dgdopéva yio TV a.cQpaiero

To dedopéva PapUOKOAOYIKMY HEAETMV Y10l TV ACPAAELN KOl TOSIKOTNTOG EMOVAAALPOVOLEVDV
d0GEMV VTOSEKVHOLY OTL OV VTLAPYEL 1010TEPOG KIVOVVOGS Y10t TOVG AVOPAOTOLS, 0 0Toi0G dev ExeEL 110M
KaAveBel and dAleg Tapaypdpovg g mapovoag [IXII. Meléteg oe {da Egovv deilel petmpévn
yovipdtnTo Kot ovénpévn Bvnopotra oe EpPpua movtikdv. Qc1d60, dev £xovv detybel TEPATOYOVES
emdpdoelc.

To amotedéopoto SokiudV petaAla&loyéveons o PakTipia Kot TpOKTKd ftav apvntikd. Omwog kot
AL 0011, 1| QovTOVOAN Tapovcioce petodlaéloyoveg emdpacelg in Vitro o kdTTOpa
Onrootikdv. @aiveton amiBavog o kivduvog petdAraing pe t Bepamevtikn ypfon, epdcov o
emOPAoelS TPOKANONKAV LOVO GE TOAD VYNAES GUYKEVTPMOELG.

Mehéteg kapkvoyéveong (26 fdopadwv deppatikds evaAlakTikog Pro-npocdtopiopndg oe Tg. AC
SLyovIdLoKovG TOVTIKOUG, 2 ETOV PLEAETN KOPKIVOYEVEST|G e VTTodOpLa £kBeo GE apovpaiovs) pe T
QOVTAVOAT OEV OTOKAADY ALY EVPTLLOTO EVOEIKTIKE 0YKOoYydvou duvapukov. H a&loddynon dwpaveidv
TOL EYKEPALOV OO T LEAETT KOPKIVOYEVESNG GE ALPOVPAIONG ATOKAAVYE EYKEPOAKES BAAPeS og Lma
oT0 omoia yopnynOnkav vyniég d6celg Kitpikng eawvtavoine. H onuacio avtdv tov evpnudtov yio
ToVg avBpdTOVG deV gival YvmaTH.
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6. OAPMAKEYTIKEX IIAHPO®OPIEX
6.1 Kaoatahroyog ekdoymv

Mavvitodn (E421)

MikpokpvoTaAAIKT KVTTOPTVT
KoAloegdéc d10&eidio moprtiov
Noatprovyog dactavpodueyvn kapueAloln
2Te0TIKO LLOYVIGl0

6.2 Aocvppoatotnreg

Agv gpappdletat.

6.3 Awgpkera {ong

3 ypdvia

6.4 Idwitepeg mpo@LAAEEIS KOTA TV QUAUEN TOV TPOTOVTOG

Mn evAdccete o€ Beppokpacio peyarvtepn tov 25°C.
DvAGGGETE OTIV OPYLKN] GLCKEVAGIN Y10 VO TPOCTOTEVETOL GO TNV VYPUGIaL.

6.5 ®vVon Kol GVGTUTIKA TOV TEPIEKTY

To vroyAddooia diokia dwotiBevtal oe:
SuTpNTEG KLYELEC OoQaAEiag Yio Tondid oG doomng and aiovuivio (PA/AL/PVC//AL/PET) péca oe
YOPTVO KOLTI.

Meyébn cvokevacLOV:
10 x 1 ko 30 X 1 diokia

Mmnopel va pnv KoKA0Qopohv OAES 01 GUGKEVAGIEG.
6.6 Idwitepeg Tpo@uLLAEEIS OTOPPIYNS

To andPAnta mpénel va amoppintovial pe aceaiea. Ot acbeveic/ppovtiotég mpémetl va evBapplhvovtan
va EMGTPEPOLY KAOE ayP1GLLOTOINTO TPOidV GTO PapLoKeio, OTOV TPENEL Vo amoppLpbel cOUP®VA LE
TG eBvikég ko Tomikég amarrrosic. Kabe aypnoyomointo poppokentikd Tpoidv 1 vTorelpo Tpénet
VO OTOPPINTETOL GUUPOVO LE TIC KATE TOTOVG 10YV0VCES CYETIKES OATAEELC.

7. KATOXOX THX AAEIAYX KYKAO®OPIAX

Sandoz Pharmaceuticals d.d.
Verovskova ulica 57
SI1-1000 Ljubljana

YhoPevia

8. APIOMOX(0I) AAEIAY KYKAO®OPIAX

Fentanyl/Sandoz 100 pug vroyAddcowr dwokio: 1265/13-01-2026
Fentanyl/Sandoz 200 pug vroyAddcour dwokio: 1266/13-01-2026
Fentanyl/Sandoz 300 ug vroyAddooa dwokia: 1267/13-01-2026
Fentanyl/Sandoz 400 ug vroyAddooa dwokia: 1268/13-01-2026
Fentanyl/Sandoz 600 ug vroylddooa dwokia: 1269/13-01-2026
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9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHYX THX AAEIAX

Huepopnvia mpag yxpiong: 30 Avyovastov 2021
Huepopnvia televtaiog avavémonc: 13 lavovapiov 2026

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

13 Tavovapiov 2026
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